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3.1 Finished product specification

i) Test items Specifications
Identification m’mr«humuﬁizq’lu Finished product specification
Usunausnenddgy ﬂﬂ'ﬂﬁhumuﬁis‘lﬂu Finished product specification
3. | Bioassay complement dependent ﬁ‘iii}ﬂi’]uﬂ’mﬁiztﬂu Finished product specification
cytotoxicity
4. | Sterility ﬁ}ﬁﬁ]&i'sumuﬁ‘izﬂu Finished product specification
5. | Bacterial endotoxins m'&i]ﬁhumuﬁisqlu Finished product specification
6. | pH wi’mﬁi’lumuﬁ‘izq'[,u Finished product specification
7. | Volume in container mi'a'wlshumuﬁ'izﬂu Finished product specification
8. | Purity / Impurity m’msi*zumuﬁsmiu Finished product specification
9. | Particulate matter - WUIW = 10 um : NMT 6,000/container
- WA = 25 um ;. NMT 600/container
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4.3 Laﬂm'sqmﬂ'}w*ammﬁauamm
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4.3.2 wamsnsliaTsinunningiuvesinenddy (certificate of analysis of drug
substance) Mdlunsndnenuiiduustrasisvesudneuasguaningiu
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5. MUssiuA1Uszansnwmnasian (Price Performance)
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TSIWETUIRTIULAY

nsiesangruznsiauesa Ineldudninasinisusadiurussansamaeasian Jeifuds

L
) =

wdnilddunasfunsussdueyUssansninsasia Usenaugas 2 MLUs uaznuuaLnwln @i

dniinAzuu
fawdsnan :
8INgY N
1. s1Piaue (Price) 30
2. npsgruYesiumveuinig (Performance) 70
52 100
UINIFIUYBIFUAINIBUINS (Performance)
Usenaudiediuusses 3 ¢ wasiihwinasuuy el
fiauUssas Ywinazuuy
1. WAsgIuRuaWRER U 60
2. wmIguvisuRns 20
3. quuantAfigeUsylonienisufthou 20
52 100
MeazBeamulsses 3 f Sudninasinisivirzuuununw il
1. WAsgIUAUNWKARS ST AZUUULAY 60  ATMUU
1.1 M33usannsgIunandoe 15 ALY
fimssusennasgumdndas audeladevdasedeluil
Wndatoy TUUY
1.1.1 Yp¥sreennfnsiennaniwwarinan (Green book) i 1 GNEHREDIY 3
1.1.2 Wunfldfunmsindentdlulsmenanguaniuumdmeaniuiassmelne (wise 2

1 = ] -1 L3 = el =l i =i
wiavilelu 7 usks fell swgwiadnsel swATs e sWamBUR swamsvuasudul sw.ed

UASUNS SW.AWaIUASUNS)

EJ a =i ar @t
1.1.3 Wusnenmaeniegludyfuinnssulneteqiu 5

AN TTINTSIMUATIENTasIBURRMIANYIZIOWNZIALTIATNA 97
g s r}¢
£=1 ﬁ & £ ar ot @t = oy s
wWiE3Ne wadlne) wNaTFITUG Woluvie) wiogrd  STeRTnna)
Weuwngdngnsiie

WU gy

LG

TUUNR) wWUsEln 55593979

(UNEITUIN
WNdINSTIUIUANS ALY WEYNSTIUINIg




Widadon

ATIUY
& P a ¢ o | o | | a w a wa o
1.1.4 JWueiinan13nsaadiasieiien sruaulussnidy 3 JUMINER Iﬂwmﬂgwmsw 5
Tasunissuses | 025 IMNNUILITUTERUAINANITBNTUING el fdsans
Y o = W w a e w | e = w1 =
gewudn Fuidemsnsiviinsieidedsidesninihlenseylu Green book atfuargeiil
ﬂ' a ar = 1 & at at J 2 ar ar
enTeadayisiontu wasnanslinsisifongliiu 5 ¥ duanfuiilésunissusessanis
M3ASI8Y DeTuUsEnAUsEnmnsmBdavseting
1.2 dnwasmeanienmrasendniagy | 5 AZUUL
= a ol ] v | e o W & ' -1
WsuINANANvaELBulamnsaa e nUsramdudav 5 veUAnY UL Fell
atatioy AZLUY
1.2.1 gudin 5
] e ' i a s P
- pdnliwdau ganunsay lnegainseeunnvisesesluvuiding nisuau Hymnse
Msldeud msineAnfuvoddnen ‘vﬁammnwﬁnUuwﬂ’qmwwﬁqﬁawﬁ'faLﬁrﬂaﬂ
- yudiomdou u muahiauevemsiaiiou laegainsey
uan dgansy ANUBYRNARATIULAENSINIETUYRIEN
- [ = | ar 1 I = | ot = [
- BuAlYa lWAaRULIY Wiedy ganvasveswAlgaIulvResouluanund Jesses
' o P & o T
n1sUsesfing Teegannszawiuifiansinds, fusmeenneludashineud
1.2.2 gnia 5
o o = s
- UIAANILAY 9 NIASAINYEINIET MsAsudAvdinisazate adulaues ansazans
ANSLANLFIYDINIEN
- e1dauuuansezans g asnala &
o é al
- AALUULIILAZABY § MINTEAIEM ANUENNIANDYRINTISNSEIERAYD e
ol
1.2.3 819ue 5

- gy gAanNeIndielunsldy,
Fuuady myﬁjﬂg

- e mEenn/y g ARla

- 91RUTI9Ees weensiu lidudadufou nisavarensen ndunassawAulsznld

418

AN SIMUATIENIAsIBnqUanYUTIRaWIZLAZIANAT

o N ey

v

Uz wadlne) (WnEFIUTUg Woluite) weyrd  Itefivana)

Wswmddugn sty

U

wnEIuRL | dddvaiuna) @eUsglw s55uand)

WdUNIT LR TLAY Wndnstunanis

WBUWNETIURYNTS ndunsideauiey




[

1.3 deyasluayuannmussuaniel 25 GETNY

Wtatiow AZUUY
n. e1nNAnNUiRULUY 25 AzuUY
= aa W & i
9. un'ljﬁﬂmjﬂ'lﬂﬂﬁyn (Clinical trial) 15 aguuu
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1. Fmsfnenduluy Randomized controlled trial wagfinsifusinanisdnwias 13 AguuY
d 1 d
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2. BmsAnwduwuu Non-randomized controlled trial wagfinssifuvinanis@nun 11 ALY
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3. BmsAnwnlu Comparative studies wuu Cohort studies (prospective) uaeil 9 AT
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2. I/M3Anw ety Randomized crossover design %38 Parallel design (n3elenil
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8191 HIV

4. Srnushedwiifnsdedlitiosndt 12 au wavddunsinwuuy Parallel S1uy

w I = 2 1w 1 ] ;
Mveandnwseslitseniy 2 bMUBAILUU Randomized crossover

AENTIINTSTvUe BN IasduaquinvazewIsuaEAINETS
Y/ [

UnRENIUIN wadlne) (WsAguUTLg Wlue) wwoyrd  IeRdana

wgwmdtngn1siiay WIS indunsideanng
N Buiul Fydvaiune) wdselw g5l

wdrnItutyh sy ' wdrnstuigns




adadae ASLUY

5. finsamaseummigaLlargnieesIEiinTwishelu biological sample
visalal

6. 1Ml dwlvgdunuy single dose mslsienuuu multiple dose 2¢l4i5iaf

vueluidensiunn vieiduen sustained release uazQIdl washout period el

Faflszezinanathados 5 wihwes t1/2

7. msifiusetadendaufiveteton 9 90 - faulvien, 2 yaesRusfdsty, 3
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